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PHARMACY LABEL

* Maintain diet ang exercise ag directad by your
physician.

Find 2 suitable tme to take your medication
dadly (it may be useful to take Cholestyramine
tor Orai Suspension, USP with maals).

Cholestyramine For Oral Suspension, USP can
be mixed and refngerated for three days
(remember to mix well each tma betare dnnk-
ing or eating).

Cholestyramine For Qral Suspension, USP can
also be sasity mixed in a bisnder.

Ask your pharmacist or physician for new and
drtferent ways 10 prapare Cholestyramine For
Qral Suspension, (5P,

+ Always mix Cholestyramine For Oral
Suspension, USP with water, or the beversge
of your choicw, of othes highty fluid foods or
fruits betore using.

* Usual Dosage: See package insert for dosage
information.

WARNING: Keep this and all madication out of

the reach of childran.

Cholestyramine For Oral Suspension, USP is

manulactured under strict quality control stan-

dards by Zenith Goidline Pharmaceuticals, inc., a
worldwide [eader in healthcare.
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B0 SINGLE DOSE PACKETS

PREPARATION OF CHOLESTYRAMINE FOR DRAL SUSPENSION, USP:

Cholestyramine for oral suspension, USP can be mixed with
your tholce of noncarbonaled beverage.

2. Add 7 10 6 ounces 3. Add at beast 2-4 4 The

of your tavofite beverage  more OUNCES ot bever- tuned Cholestyamine for

{orange ke 15 2 pOpU-  dge 10 suil indivigual  Oral Suspensien. use

tar choice) and shr vig-  taste and i wigorously  MIxILME 15 NOW eany 10

i

Slightly-tes-

1. Pour coments of
oot Cholestyramine ot

:_ CHOLESTYRAMIN

ke 0 1 s FOR ORAL SUSPENSION, US

cup Drously. agan. annk.
> - = =

‘\ i [= 4 grams cholestyramine resin, USP. per packe
. ) H b Th praduct ur
. : : Usus! Dosage: See package insert. Store batween 15 #nd 30°C (!
i - I “Each packet contains 4 grams of anhydrous cholestyramne

- i of Cholestyramine for Oral Suspension.
i CAUTION: FEDERAL LAW PROHIBITS ZENITH GOLDLINE PARMACEUTIC

mummmdmwwunhwmmﬂmm. ]
1 DISPENSING WITHOUY PRESCRIPTION. H auterduie,
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Chowszyramng ior Dral Suspenintn, USP. You mey mu 1o B yout wiacull ladts
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PREPARATION OF CHOLESTYRAMINE FOR ORAL SUSPENSION, USP:
Chalestyramine for oral suspension, USP can easily be mixed with

J——— highly fluid foods or frujts,

o 1 Pour coments of £, Agg at least 6 3. Mix well, 4 The  sliphtly-tex-
one Cholestyramune for  oynces of applesauce or tured Cholestyrammine for
0r Suspension. USP  oiner Toog 0ral Suspension, USP

packet m bow! Mixiure is now reagy 1o

.

'R ORAL SUSPENSION, USP

rams cholestyramine resin, USP, per packet*
Tht producy Eolismn Sucress,
Dosage: See package inserv. Stare betwesn 15' and 30°C (58" and 85°F).
ich packst containg 4 grams of anhydrous ctholestyramine in 9 qrams
of Cholestyramine tor Oral Suspension

W PROHIBITS ZENITH GDLDLINE PRARMACETICALS 1N respe
PRESCRIPTIDN, . Lisordaie. K 21a ,
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CAUTION: FEDERAL LAW PRO-
HITS ISSPENSING WITHOUT
PRESCRIFTION
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Drooression of eseate m 46% of
usual care patents, 15% of
bhents on

et ang
12% of thase m.
cholestyramine resin (pef) 0 )
The mean asbsoums with of corm-
Tary Stgments gecraxsed m the
VSt CATe Qroup. mcreated sught-
i {0.003 mm) i the det group
ncreased by 0.103 mm n the
phus

H
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MOICATIONS AND

1) Cholestyramine for Dral
Suspension. USP 1s mdicated as
aduincave thergoy 1o died for the
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mary hypercholesigrolemia
Hevated

LDL) choesteroi) who go nct
uriely o deet

] of
drug therapy, Excess body
b an mnportant

or 00 calonc restmion.for
wiQh! nofmalzton should be
doressed phor to drug therapy
M the cverwsght.

Prior to wwtating therapy with
cholestyramine resen, sec-

causes of hypercholes-
terolemia {u.g., pooily con-
trolied chabetes melrius. hypo-
thyrodism,  aephoolic syr-
drome. dysproteinemaas, ob-
structive iver disgase, othsr
drug therapy, aicoholsm).
shoud be extiuded. and a kpw
profiie performed 10 assess
Total chotesterg! HDL-C. and
ingtycenaes (TG). For indruu-
s with TG bess than 400 mygl
{<d.5 mmoll), LL-C can be
estiMated using vhe holiovang
squation

LOLC = Total chokastern! - TG/}
+ HDL-C]

For TG ievels > 400 mo/dl, thss
£quDON ¢ less accurate and LD| -
should be deter-
mned by utracentnfuganon. M
%ﬁennamermemxc patients,
L-C may be low or normal
aespe levater ToC. In such
ases cholsSyramine mesin My
ROt be indcateg

Serum choleslero! and trigiyc-
efilt levels should be deter.
mined periodically bassd on
NCEP quideknes Lo contirm -
bal and goequate long-lerm
response. A favorzbie trand i
Cholesterol reduction shouls
QCTUr dutang the hrst month of
Cholestyramine resin therapy
tharapy should be contined
o SuStan cholesierot reduction
! adequate cholesterol reduc-
:'I:JI'I 5 nol Ianrned HICTEESINg
e 00Sage of cholestyrammne
TESIN OF 300NQ other hpid-iow-
EMNG AQeN1S i COMIMNaton with
chilestyramme resin should be
consigered

Since the goal of treatmer s to
‘ower LOL-C. the NCEP4 tecom-
mangds hal LDL-C hevels be
used 10 Inriale and sssess lsar-
ment response. I LDL-0 levals
are not availabie then TotakC
alone may be used 10 monror
long-term 1herapy. A upopro-
lein anatyses (nciwding LOC-C
delermination) should be car-
e out once a year. The NCEP
frediment guidetines art sum-
martzed beiow.
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“Coronary hearl drsease or
ptripheral  vasculdr diseass
OnCluding Symplomate carobd
artery oisease}
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“*Omer sk tactors for
nary  Meart  ciraase (CHD}
IM #HIIB 25 wars,

mum

mm

gen replacement Marapy) hm»-
of premaiure CHD:

cueren] CIQaraTIe smoking:
: contrmed HOL-C
mil {<0.91 mmoldL); and

dabetes Melitus.  Subtrsc! one
sk tactor if HOL-C i 260 mg/di
(21.6 mmoll).

Cholestyramme resin

monothenapy lus [
demonstiaied 10 retard the
me o nmcm:m-- ang
neraase the e of regres-
SO0 of cotofary atheroschr
rosis. In adamon. i the LRC-
CPPT tnal, cholestyramine
nesin therapy reduced the
comimed rate of coronary
heart disaase death and non-
tatal MI.

2) Chol“tynmmc for Onat
Susperswn. 5 nacaied
tof the rebet o1 pmmus assoc-
ated with partial biliary obstruc-
tion. Chotestyramne tor Oral
Suspension, USP has deen

patients, Paents with pomary
brary crhosis May exhibd an
eievated cholesierol as part of
their drssase.

CONTRAINDICATIONS
Chosestyramine resin, USP s
contraindicated n pabients with
compleie bikary obstruchion
whete bile 5 not secreted mio
the miasting ang m those ndi-
widuals who have shown Ryper-
sensiimty to any of s
componants

PRECALTIONS

Gemnl

Chronc uss of cholesyramine
resin, USP may be pssociated
with ncrezsed blestang 18-
anty 1o hypoprothiombineia
assocaied with Vamin K deh-
crency. This wall usually respond
promptly to parentersl Vramin
K1 and recurrences Can be pre-
veted by oral ddmmistration of
Vitamin K1, Reduckon of serem
or red ceil folate has besn
re] Qver 1on) term admn-
1stration of cholestyramine
resin. USP Suppiementation
with fohe ackd shousd be -
sred i these Cases.

There i§ 2 nns!lbﬂw that nro-
longed us
resin. USP sm nsa cnlonde
lorm of anion exchange resm,
may produce hyperchioremic
acwiosts. This would especutly
be trug in younger and smakier
patients where the telatve
may be hgher. Cauton
should slso be exercised in
patienis with renal insuthcency
0f volume depistion. and mn
pahents recemng concomitant
spironolactone

Cholestyraming resin, USP may

uce o7 worsen pre-existng
constipation. The ﬂnnnl
shouwld be ncreased

patients fo mwmmize the n$k of
deveioping teca! impaction. in
palENtS with pre-sasiing con-
stpation, the statng dose
should be 1 pachet or 1 scoop
once dady for 5 to 7 days.
increasig to twice dally wiih
monRonng of constipation angd
of serum poproteins, a1 least
twnce, 4 10 6 weeks apart
increased flod imake and ltber
imake should be encouraged to
allwviate constipaton and 3
s100l sohener may CCCSIONaly
be ndicated. If the mial dose
5 well tolerated. the dose may
he increased &s needed by one
dose/day (at monthly iiervals)
with penodic montoring o
serum lipoprotens

It constupaton worsens of the
desied therapeutic fESpONSE 1S
not acheeved a1 one to Six
doses/cay. comibination menw
of shermaie herapy shoukd be
considered Particular eflort
should be made to svO] Consh-
pabon m pIbems wih sympio




Intorm your piwsicaan § you Bre
preprant or plan W become

the hrst tew montns of
ang periodically thereatter.
Saerum tnghycende kevels should
be measured penodicalty (o
detect whether significant
changes have occurred

The LRC-CPPT sowed 2 dose-
relaled sncrease in  serum
ingiycendes of 10.7%-17.1% in
the cholesiyramine-treated
group. compared with an
ncrease of 7.9%-11.7% it me
placebo group. Based on the
mean vaiues and adustng for
the placebo proup. 1he
cholestyramine-treated group
showed an mcrease of 5% over

levels the first year of
the study and an mersase of
4.3% thit Sevemh year.

Drwg imteractions
Crolestyramme resmn. USP may
Getay OF reduce the absorpiion
ol contomnant crat medicanon
such as phenylbutazons. wir-
fanf, thiahde dtencs (0K},
or propranoiol fbasic). as well
as tetracycine. peredin G, phe-
nodartital. thyrod and thyrox-
¢ DIEPArabons. esirogens and
progesting. ang dipitahs
imerterence with the absorption
of oral phosphate suppiements
has been 00senved wilh another
posiively charged bile acid
sequestrant. Cholestyramine
resin may imlerlere wih the
pharmacokinstics of orugs that
Ungergo emerohepalic tiula-
fion. The tisconuinuance of
cholestyramine resin, USP
could pose a hazard 1o health if
a potentally 1oxc drug such as
digriaks has been inmies tc 2
mantenance ievel while the
palent was taiong chokstyra-
mine resin, USP.

Because cholestyraming bings
Diie acids. cholestyramine resin,
USP may interiere with normal
tat dwestion and absorplion o
fal-s0luble vitamins such as A,
D, Eano K Wnen cholestyra-
foine resin, USP 15 gwven for
long periods of ime, concom)-
tanl suppiementation with
walel-miSCitNe (0 pareniaraly
forms of (at-solubke vitamins
should be consioered

SINCE CHOLESTYRAMINE
RESIN. USP MAY BIND OTHER
DRUGS GIVEN CONCURRENTLY.
T IS RECOMMENDED THAT
PATIENTS SHOULD TAKE OTHER
DRUGS AT LEAST ONE HOUR
OR 4 T0 6 HOURS
CHOLESTYRAMINE

, USP {OR AT AS GREAY

AN INTERVAL AS POSSIBLE) T
AVOID IMPEDING THEIR
ABSORPTION

Carel \
ﬂﬂlﬂl:lllw.

In stuches conducted i rats
used as 2 1ol wm e
[

e o e
SUCh as 1. bee Eans and mucro-
bial flora. in the deveigpment of
wiesingl tumors induceq by
DoleMt carcinogens, the inge-
dence of such umors was
observer 10 be greater un

Mine eser-treaieg mats

Man in control rats

maty ditfersm cats.
Q0Nes of fumors are examined
VANOUS akmentar: tuetam pan.
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mortakty
O Cancer morbilily between
Lholestyraming gngd pizceho
trediag pahems.

Progusacy: Tersiopenic Efiacs,
Catagory C
Since cholestyramine resin,
SP 15 not abscrbed sysiemi-
Ccally. & 15 not expecied 1o cause
fewal harm when agministered
gunng pregnancy in racom-
mended dosages. There are,
1. MO a0equate and wall
contilled studies 1n pregnant
WOMEN. and the known interler-
€nce with absorption ot tal-so)-
uble vitaming may be detrimen-
[/ et n the presence ol sup-
Dementation.
Nurting Methers
Caution should be exercised
when cholestyramineg TE500,
USP 15 admimnsiared 1o 3 nuts-
0 mother The possitie lack of
Broper vitamin agsorplmn
gescnbad in the - regnancy”
Section may have an eflect on
nursing mitants

Poiatric Use

As expenence in e pedigtrc
Population ’::u kmneo. a practical
00s3ge scheduie has not beer
#5tabhshed

In caicutmng pedne 003ages.
4 4 my ol sntworgys

mene resn are contaned i 100
Mg of cholestyramine tor oral sus-
pension. LUSP

The etiecis o long-lem drug
AOMeNSITANIGN, 25 well as 1S eifect
n Cholesterol

mantanng
bnlsmpmmwwrs‘m
L)

The most common adverse
RICHION 1S CONShpalion. When
used as 3 l:nonstem-bwnng
aent predisposing factars for
st complats of constpaten
e hgh dose ang ncreasad age
{more than 50 years o). Mosy
nsnces ol constipation are
mid, Iansent. ang com
with conventional therapy
patents require 3 tampo-
ary decragse in or ars-
Continuation of therapy

Less Adverse
Abdommal discomfan andior

- B, faiulence, nayses, vomi-

ing. diatrhea, Sructation,
Nvrena, ang Sledtorrhey,
bieading lendencies gye 10
hyDogrotheombinem {Vitamun
K deficrercy) as weil as Viamen
A (one cass of night

eponed) and D delicencies,
YDEMChioremuc aridpsis 1n chi-

Ve



L]

ng. llurrllli. eryctation,
anorexia. and staatorrhea,
wnoencus due 10

hypoprothrombsnemia (Vitamn
K deficsency’ &3 well as Vitamm
A {ona case ol Ot bhndness.
reported) and D dehciencees,
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Oug retated) reported m pahents
faiong  cholestyramine  resin,
USH inchade

Gastrointastnal—G)-rectal
blescing. Diack sloois, hemor-
honial biestmy, blesding from
Kknown duodenal wicer, dyspha-
ia. mocups. uicer attack. Sour
Licle, pancreais, rectal pamn,
devericuls.

Laboratory test changes— Liver
functien onormanes.

Hematologic—Prolonged pro-
thrombin time. ecchymoss,
anemeg

Hypersensitivily—Urticara,
A5TMa. wheenng, $Horness
breath

Musculoskeletal—Backsche,
MuSCie Mg M pains. arthnts,

be obstruction of the gastromn-
teshnat tract. The Jocation ©
such potental obsiruchon, the
degree of obstrucion. and the
presance or absence of normal
gut motdity would delermine
treatment.

LI



ingesting. Ses Prepacation
sireteams.

Concemtani

FTekminar, pvence Suggests
KAt 1he ipud-iowenng ettects of
cnplestytimioe on total ang
DL-cholssterol are enhanced
when combmed with a HMG-
COA redactise mhibrir, e.g.
Ura/astann. Mvastann, smwas-
ialn and iyvastatin Addrrve
stects on LDL-cholsterol are
130 seen with combmed mico-
NG aCd/cholesiyramine thera-
by Set e Dryg imeractions
subsection of the PRECAL-
TIONS section tor recommenga-
hORS ON A0MIMISTENInG concomi-
anl tnerapy

Proparation

The color of cholestyramine
resin ISP may vary somewhat
from batch 10 batch but this
varanon does not aftect the
periermance o! ihe product
Plate the contenis of one sin-
ple-dose packet or one level
5cooptul ot cholestyraming
resin, USP in 3 glass or cup
Add a1 least 2 to & ounces of
wal:r or the beverage of your
chgice  Str t¢ a wniform
consistency

Cholestyramine resin, USP
May aiso be mixed with highty
linid soups or pulpy truits with
4 high mossture contenr such
is Ippiesauce or crushed
fneapoie

HOW SUPPLIED

e for oral suspen-
800, USP 15 avadatie i canons
of sidy 9-gram packets and in
cans contaming 378 grams e
grms of rne Ior oral
suspension.  USP contan 4
grams of anhydrous cholestyra-
Mmme resin. Siore between 15°C
ang 30°C

NDC 0172-2830-00
Carton o1 30 paciats
NOC 0172-2830-30
Cang, 378y
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Chotesterol Lowenng  JAMA
1984: 250:351-274

2. Brensie JF, Lavy RI. Kaisey
SF.etal. Eftects of therapy with
cholestyramine on progression
ot coronary arferiosciergs:s;
resufts of the NHLBI type 1
Coronary interventon study.

Luguiation 1984.69:313-24



2. Bransike JF. Levy RI,
SF.etal. Ettects of therapy with
choiestyramme on pr

of cotonary arenosclerosis:
resuts of the NHLBI type It
COronary inferveniion Study.
Cutulation 1984:69:313-24.

. Watts. GF. Lewrs B, Bront
INH, Lews ES. #t at. Efects on
COronary anery disease o lipid-
iowerng diet. or del plus
cholestyramine, in the 51
Thomas Atherosclerosts

Regression  Study (STARS).
Lance) !992.339:5;3-59.

4. National Cholesterp)
Education ProEprlm Second
Feport of the Expert panet on
Detection, Evaiuation, and
Treatment of High Blogd
Cholesterol i Aduits (Agun
Trestment Pane!

It). 1994
Mar;89(3).1333445.

My 1997

. "1;,




Singls Dose
] e
Zenith Ggldiing '

P— NDCOnZ-IeR |

HOLESTYRAMINE 5
. ‘ FOR DRAL SUSPENSION, USP - = -
: CAUTION: FEDERAL LAW PROHIBITS o) ]
DISPENSING WITHOUT PRESCRIPTION.
Usual Dosage: See Package Insart.
Store betwwen 15° and X°C {39 and 86°F). -

PrTmlion: Piace the comants of ona packet mn a giass or cup.
Add at ieast 2 to 6 ouncas of water or the bevarage of your choice.
- Stir to a undlerm consistency.

Keap this and @il medicabon aut of the reach of chudran.
This package is not child-

Each packet contains 4 grams of anhydrous cholastyramine
3 grams of Cholestyraming For Qral Suspenswon, USP.

This product conteins sucross.
ZENITH GOLOLINE PHARMACEUTICALS. INC.

FT LAUBERDALE. FL 13309
X001353 Rev G704

ROCORG
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VEASURED DOSES
JENTS 378 g (168 g ANHYDROUS CHOLESTYRAMINE)

CHOLESTYRAMINE

FOR ORAL SUSPENSION, USP

4 grams cholestyramine resin, USP. per scoopful*
This product contains sucrose.

SCOOP ENCLOSED. Usual Dosage: See package insert.
_ Scoop provided is not Store between
inter chanpeable with scoops 15 and 30°C (59" and 86°F).
for other products.

CAUTION: Federal taw prohibits
dispensing without prescription.

Preparation

1. A scoup is enclosed to help you
measure accurately. Do not force or
pack the powder into the scoop.

2. Place one level scoopful of
CHOLESTYRAMINE FOR ORAL
SUSPENSION, USP in a giass or cup.

3. Add 2o 6 ounces of water gr the
beverage of your choice and stir
vigorously.

4. Add at least 2-4 more ounces of
beverage to suit individual taste
and stir vigorously again.

5. The slightly textured CHOLESTYRA-
MINE FOR ORAL SUSPENSION, UsP
iS now ready to drink.

Always mix CHOLESTYRAMINE FOR
ORAL SUSPENSION, USP with water, or
the beverage of your choice, or other
highly fluid foods or fruits before using.

Keep this and all medication out of the
reach of children. This package is not
child-resistant,

Always replace plastic lid after using.

Usual Dosage: See package insert for
dosage information. '

*Each level scoopful (9 grams) of:
CHOLESTYRAMINE FOR ORAL |
SUSPENSION, USP contains

4 grams of cholestyramine resin, USP.

6Gco42

NDC 0172-2830-%
ZENITH GOLDUINE
PHARMACEUTICALS, IN¢
FT. LAUDERDALE, FL 333
L001395 @
Rev.9704 04¢

I

5 0172-2830-3¢
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